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1. Introduction / _, 
This guidance document SvLzS,devel,oped as a special control guidance to support the classification 
into class n of $e following deviGs.with the +gnostic inten&d uses identified ~JJ~~Y- L, .~ -ai.. r a-, .‘r~.s*b.>l_iL. “,..W .a< _ ̂ ^ --.,i ‘,-%i. __*_ / _ ,, 

-.- ,. _/ I. I 

. Dental sonography devices intended to i,nterpret jaw sounds for the diagnosis of 
temporomandibular joint disorders ar$,associated orofacial pain. i d _.- .“5;, ,.“i,“.. ~.dW,. i :*.,,r>,‘!, /_ ” ~(_ L __ /r, ,_ 

. Jaw tracking devices intendel,,to interpret mandibular jaw positions relative,@.@? __. 

maxilla, for the diagnosis of temporomandibular joint disorders and,~~og,~~e_i.o~?~~~~~al :e. , ,. 
pain. 

However, when these devices are intended only to monitor jaw sounds or positions, they will be < <^ _ r ._,.?- 
classified into class I and ~$1 be exempt from premarket notificati~on. requirements. 7%~ 7 :$y, 
guidance does not apply to these class I devices. 

This guidance,v,$ll~ be issued in conjunction with a Federal P,egister notice announqing the _ .,..--_-** .a*s ,, .i j,, 
proposal to classify this device type. “-’ “‘This‘gGdance is issued ,Iss @mL&t purposes only. If the 
final rule does not4classify this device type, this special controls guidance document ~$11 be,~,. I .” __ 
revised. 

2. Background 

FDA believes that special controls, when combined,with the general controls, will be 
sufficient to provide reasonable assurance of the safety and effectiveness of these devices. :, -, 1 . .~I-. 1.” ,, ,_, ,..-,L,( ,‘,,.. ;:;) + ,I :‘Y?yp:-.-: ;r,Fu,,> ” 
Thus, a manufacturer who intends to market a device of this generibty@e should (I) conform 



to the general controjs of the @deral_cc_tod! Drug & Cosmetic Act (the Act), including the 
5 1 O(k) requirements, described m-2 1, CJ,Rj$7Subpart E, (2) address the specific iisks to 
health associated with these devices identif@d %;;;‘;ihij guidance and, (3) obtain a substantial 
equivalence determination from l?DA”$6r%“m.a$$ng the device, unless exempt from the ,, ., L . ‘ a ,/,.j_ ! :‘P’“.‘., cc;, ‘“W L, ,- 
premarket notificaticprequirements of the Act (refer to 21 CFR 807.85). 

This special control’guidance document identities the classification regulations and product I. . I I- A* f_ m 5, i.~.s”~#,&~,& a ~‘,~.~..u‘~it;~‘-I,‘~~~,. .&q&~$> ,* & 
codes foithe surgical sutures to which it applies (refer, to Section 4 -~!{~il”t;T?m addition, other 
sections oft?& special wool guidance document list the risk~~“~~!~~~!th~~~~~~~~,~~~~~y,~IE>A and 
describe measures that, if followed by manufacturers ~dco&ined,.~~th the general controls, 
will generally a&&e& the risks associated with these generic suture. types and lead to a timely _ .i. bj(.( * -4, (-iii.A-“, “,s “:.&A, 2,~ .r’“^ a 
5 1 O(k) review and cleamnce. “,,” :,lIr*l This document (sup~~~~~rS’~~~h~r-agen~y documents regarding the 
specific content reqdrem&Ti ,‘f~a~~@@~%&&&i. ‘You should also refer to 2 1 CFR 807.87 -i-.Ll.. +;r.~;“z...l‘>,-. ^“u i-i’;i(‘,.... _/ __. __( L I 
and other agency documents,on tl@. topic, such as the :53?(k) Manual - PremX!@ 
Notifica@yx~lO(k) - Regulatory Requirements for Medic?l,pevices, 
http://www.fda.aovlcdrh/manual/5 lOkprt1 .html. ,,j_ / ,/ ,,V~ “,..~,**. *r _..,,,; *.,,2> _. & i.. :xx.~,“-%-. .:::L”‘:,“.:y pl:‘,,;mi(, .J ,:I .,y -;;,-:, . 8 ->> *..,“_ .; -‘ ” ..: I ., .,.a\, ,. _- *- ::,. I, :,‘ _ ( j ,..,,,, ,. ( * y ‘; > 
Under ‘“The New 5JQ(k) Paradigm - Alternate Approaches to Demonstrating Substantial ., . ..” .~, _, :.” I_-. 
Equivalence in Premarket Not$&&m~; Final Guidan.ce’,” a manufacturer m,ay submit a 
traditional 5 1 O(k) o;‘has’the+o$on of subm%mg ‘either ‘air Abbrevjatecl~5! O(k) or a Special 
5 1 O(k). FDA believes an Abbreviated.,5 1 Q(k) provides the least burdensome.,meansof , .+,u.. ..‘,_ ,__ .“, 
&mon&ating subs@&1 eq&&&lc& for{ ~@~~k~~ic?, py?ic$u-ly o~~,‘s”~~~~~~~si~l . ‘- “’ “*’ ‘. 
Controls Guidance Document has been issued. Manufacturers considering modifications to their .l ” I %,>_, _/: Y il ;.:x ‘h , _, *.;,d*;~&,+&>~~; $,2&y ~~~~&$~~~~~~~ 2 ~v&4*a~i ‘^““:“l:..~~~~.~.~~, ;~~~,j,~,~,, $Z :I .S.;< ‘11; i^7r 
own cleared devices may lessen the,regmatory burden by submrttmg a Special 5 1 O(k). 

An Abbreviated 5 N(k) submissiqn must ipc!udethe~~~quired elements ident@+ ,&$ CFR 
807.87, including the proposed labeling for the devic~e,suffieient to describe the device, its I. “. *.. - il,-,..<.,-i *. es*. ;~.ini~~:,~~.‘,i,~~~~~~,~~~~~~~~~~~~~.”.~ *+,,,i‘d. I 
intended use, and the directions for its use., In an Abbreviated 510(k), FDA may consrder the 

, _ ̂ 
di(***._‘,-‘-l;-J I .“,.Z“.. .d~.x&,~~,,~ -.iz: ..- *;^’ . 

contents of a summary report to be appro$% supportmg data wrthrn the meanmg of 21 CFR ,b_” 
807.87(f) or (g); therefore, you should i_ncWe a_s-ummy report. The report should describe 
how this special control guidance document was ,used drjng the deviccdevelotiment and testing 
and &o&l briefly describe the rneiho%ds or tests used and a summary of the test data or ’ a- “.W i. 6-A ‘brlu.,..akirr~,,.-~,~,~~~~~ $i”““?~,@*” “i;p, {>, ‘% ‘ ,_, __ II _.. / 
description of the acceptance criteria applied to address the r&$ ldentlfied _. ., _... ,el II _,..~e***_,. mtlns guidance 
document, as well as any additional risks? specific to your device. This section sugges+ i .1^ *,.. I^ -*_l,l i.,” 
information to fulfill some of the‘.requirements of 807.87 as well as some other items that you 
should include ,m an &l&rev&ted 5lO(k): 

1,. -.,_,._ 



“ .  

.  

Coversheet / 
The coversheet should prominently identify the submission as an Abbreviated 510(k) and cite . I_._. ,b_*” .-_ , 
the title of this CIlass II Special Controls Cuid?nce Document. 2. 

Proposed labeijtig 

Proposed labeling should be sufficient to describe the device, its intended use, and the -‘,a .L. ~*.“a~-‘/ .A<,. *I*%. ~~“&.A+.~ G _: *~.” :“?c,‘.si*“pi,~~~~~~~,.,,,~~._ y ., ,, _/_ _, 
directions for its use. (Refer to Section 9 for, specific mformafmn tl@.~~&&d berncluded in, 
the labeling for devices of the type~‘co<eredby this guidance document.) 

“‘ ,” , j.,, I’. ., ,, 

Summary report 

The smmnaryreport should contain: 

0 Description of the device and its intended use. The description should inc1ud.e ,a “’ 0 ‘is c r*ra.- ‘*w’+ -*wii p:.+:, ,dTa”~.>#. i,;i, I_ ,, _Ic ” ,_ I_. -I ,, . 
complete discussjqq ofthe performance specificatrons and, when appropnate, 
detailed, labeled drawings of the device, (Refer to Section 5 forspecific information 
that should be included in the device description for devices of the types covered by . . . . x.” -,a*-, I,),, ‘.,d, -i.da**G ,i,*i Wlir,.a?.l% drrix; clull;ij&,*~~J.e ~I-r~ Ll” _\ ,, .,,,. 
this guidance document.) You should also submit an ” ’ “imhcations for use” enclosure.2 .,a...” _I .*:,* “I er x- _1..; ,( ‘j ,( __ , _” _ 

l Description of device design requirements. 

l Identifiqation of the Risk Analysis method(s) used to assess the, &k profile in general 
as well as the specific de&e’s”‘deiigti and the results of.thi,s analysis. (Refer to 
Section6 for the risks to health generally associated,,@h the,use~ of this device that ‘, . (2~. :- _ :.- ” ,- , ” n ,. ._ , ” 
FDA has identified.) 

your risk analysis. 

0 A brief description of the test m@@d(s) you have used or@end to usq~&zddress ,~, ““*. ,-..,_. _/_‘ 
each p&fo-dance aspect identified in Sections 7 and 8 ,pf tl$$ Class II Special ‘” .. .,.. controls Guidmce document If you f,ii,~,.suggest~~~,~~~~ ;_n&t&.&d; $ou.may cite the 

. ,. e.*,,> rU1. NiLmi. >-:i?*i;,,*, .“Ip,$ >‘” 
method rather than describing it. If you ‘modify a suggested test method, you may cite 
the meihid but ~~~~~~~~~~~~e,“su~fic~e~t information to explain the nature Of and I/ s'*. ‘#// 1 ,a (‘ i,+i __, I 3' 2"‘ ~ I. ;: A..- ;" , 
reason for the modification. For each test ‘j66 should el&er (1) btiifly present the :: 21.:,.? ,” _... b .,.. i9.:I:?,,.q .,*, _-. _i_/ __ , _*~ 
data re~&ingmfi&$TZ test in clear and concise form, such as a table, or (2) describe ’ -‘- ..*I IA *“-h--~-t*:“ii,*.)X. ?*a+,\&‘*, < >;._/,~~?,“~l, ,_i_ ,_(/ x, )_ i a.i;i- ,__,/ ,, ,, )l_ _ 1. :,,. 
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the acceptance criteria that you will apply to your test results,’ (See also 21 CFR 
820.30, Subpart C - Design Controls for the Quality System Regulation.) 

0 If any part of the device,dezign or testing relies on a recognized standard, (1) a 
statement t&at testing will be conducted a@ meet specified acceptance criteria before 
the pro&t is &$&e@I, or (2) a declaration of confo-mity to the standard,” Please 
note that testinp must be completed before submittina a declaration of confortnitv to a ‘,‘,“l”~-.,,/ ,.e<mb*b4*J.r~ 2, *r~‘xi-a * ,“C~._. ‘p \., 1 iv;;” *.:,*x -91 f.. *we +” .,~~?~~,ic,,r~~~‘~~.;:.,.y.,,U~Ci’birr~~~~~~.‘~*:iu*~ ;<*-i-.i, /((j _ *; , . . . ; 
reco&&d“&andard. (21 mC ~14(c)(2~(B)). ‘For more mformatlon, see FDA 

x( ,_,. _( 

guidance; ~~~~~f’~f$&%%’ &,&&ntial Equivalence D@ephhtjz8m; Final I!,‘,.,” .~.~‘c.~n~.,,lii;T~~:icJh’~~..;,.:~l~~~*. ,^ , - /~, ,= ;*, ̂ y r, _ 
Guidanqe for Industry and FDA, http://www.fda.aov/cdrhlodel~idance/113 I .html. .*,I. -- L” ,^, ‘0’ rx: ir iv:li-e42‘,, A .I k. s d’;-,+,*;* 8,:;~ $J-,,, .:‘:*:,~,;,~,<~ :.> .:“_ ;““,‘: “- _~. _ 

If it is not clear how you have addressed the I+& identified by FDA or through your risk r 3 I,- .\; I.W l-L,l-,l,‘*, .;*,i, x “,*.*lbj”..y( *, ., . . 
analysis, we may request additional ir$o.~@& &$aspects of the dev&s performance 
characteristics. We may also request additiopal in&~$$$~if~~~~ n&d it to assess the adequacy <“‘” 3)::‘. ~e”:,;*r .! ** .y ;(I li.,l i,“& 

(Under 21 ‘CFI&sO’?.87(1), we may request YY addltlonal 
_ 

of your acceptance criteria. 
infomation that is necessary to reach a detemGn$ion,Fegarding substantial equivalence.) 

The general discussion above *applies to my device subject to a special controls guidance 
document. The folJ&ig & a-specific disxssion of how you should apply this special controls ~ il .j..l_,._..,. <.“,“,Q 
guidance docum,e$ J,p$? premarket notific$i% $5 5%~ <2e?&e. .I..” . a,?> ., & >A. ‘-(., _.$ 

4. Scope 

This special control guidance &urn-n$ identifies below the proposed classifications, product * ..“-‘.c^ d*;- ~A.~~~,..- -“+ *;‘,+:,., ),_lj _” ..,., 1 ‘ii* ..: .L ;,i ,__ ,,. -,, ,_ 
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Class I Den@1 f&qography Device 

The class I, exempt from premarket notification requirements.dental,sonography device is an .‘ ,sm./....“m .,.*. _ 
electrically powered device, intended to monitor temporomandibular joint sounds. The 
device is, u&to” detect and record sounds made by the temporomandibul.ar joint. 21 CFR ,. ..-. ̂?-* “‘.,.hi r.,&,:; dW?% : T!h’~‘:-‘r;~~-.-~,‘.‘~~~~ “,“L ,,. ,~-, > 
862.2050, product code, NFQ. 

j L.,_” ;., _ L, _ . . . I ^ ,I.,, 

Class II Dental Sonography Device . ‘lY . . . . . . . a*_ +*. 

The class II dental sonography device is an electrically powered device, intended to interpret \_..,/., ~,~,.l.~%“,.L-,.hii 
temporomamlibular joint sounds for meOdiagnosis of temporomandibular joint disorders> and. 
associated orofacial pain. The device.dete$s, records, displays, and stores sounds made by 
the temporomandibular joint during jaw movement., X, The device, interprets these sounds .to ,_ AL .,-,. ,, I I _ “L 1. -~.*,.-llid+tL _*_ 
generate mear$ngfuI output, either directly or by connection to a personal computer. The 
device may be g part of a system of de&es, contributing joint sound, information to be w* .I *I r~...*hr~~l,,-,,.:.r‘l,l, ,*-* ,,l_, . ...) 
considered with*data from other diagnostic components. 21 CFR,~,?$%2,~50, product code, ,-* ..+ r-*a-m4+ ,*,4&i! . . f<! **. “, I 
NFP. 

Class I Jaw Tq@pg Device 

The class I, exempt fi-om premarket notification requirements jaw tracking device is a non- 
powered or electrically powered device.~s~~“to~~~~~~~.man”dibular jaw positions relative to ‘,:z:z ‘B’<Z ..,... 
the maxilla. The device measures ,and records antitomlcal distances .andangles in three ----,~~~~?~~,~~~~+~~~~~~:~~~~~~~~~.~~~~~~~~~~~~~~.~~~~,~~ a%&” s:y:. _, _( ,i,, --, _ ) .i 
dimensional space, to determine,$e relatrve position of the rnan~~~~~.~~~~~~~~~~ect.to the 
location’a&“position of the,rnxilla, while at rest and during jaw movement. 21 CFR .* h.u.w”.,s.^-lr 
862.2060, product code, NFS. 

Class II Jaw ‘Q-asking Device 

The &IS II jaw tracking device is an elec~~c$ly powered device, intended to interpret 
mandibular jati positions relative t,o the maxilla for the diagnosis of temporomandibular joint ; Ix; 1. ‘2 : .D “~~~~Z’~~1~, i ,I *_I _BIX x 
disorders and associated orofacial pain. The device measures am&cords anatomical ,. ,ii%.’ “i,*.--,;-; ____ ^ a: .I ___ I distances and*-Tv&~es t;;“;;t;~-i;; the ~~~2~y~~p;;~~~;~ ;i &-- ---&&y;; #+-+-e ;~v,~~tiiional 

_ ~ .,. II :“...a:.; __a ^ (,’ . .^ 
space, with respect to the locatioir and position of the mGa$lla, while at rest and during jaw 4” ,, . . ,.,,lae 
movement. *~‘,he device records, displays, and stores informationabout joint position- The device interprets liar;j.‘~~~~~~~~~-~~~~~~~~~~~~gningfiil output, directly or by connection to a 

personal computer. The deviee,may be a part of a system of devices, contributing jaw 
position information to bez considered with data from other diagnostic components. 21 CFR x--- .-. iI - ‘6 ..” *,. iur: “A;,, \:,ra,“e.de~, I?( l;“, &,‘y .-~“.i;~zi’h j_, ‘i _, -*a--- ‘_-.-” ^,a,’ z”‘~~.~.~,:,~~~,~:.‘~~~~ ;I: .,-, : 1 I : : i, : ,,.: :* -,“: ,.. 
862.2060, product code, NFR. 

.~, ‘;‘.“y~ ._..; ,1 ,_ i . _,/ ^ ? “._ ,- -:’ ,I,‘,’ 

5 
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5. Device Description .-c . ,i d..,.‘._ 

In addition tothe &formation required above, you should provide: 

. identity of th,e mater%%@ that,contact*@ Patient, 

. critical design and performance specifications and~t?lemnees for the,;dev,&e. ,,,\:~ _)_ .,: *I “L _ 1 “, & -. 

. function of the device and of each component of the device. .,_ _ :_, _. , ^, .A_ .~, , +.,,, J”.rr...>,N.:., rrjr.4 ,,,, \__ii j “‘ / __~ _(,(, _, __ ,-, ,, ~ ,. ,.., I 

. control and safety mechanisms. 

6. Risks to Health ^ ,A.._ 
t@ed the risks to health generally associated with the use of the :..-- . . i_ .*.,“..‘p”“,3. =-^ “.. , , 

mrtrgate these ident$ed 
*/‘+r*&,,,.e- “/. Iti , 

xument as shown rn the table geloF ,~?~:ish,~~~,~,,~~~.“~:,lr- jl_ ,< t+L : ., so conduct .,,, .,.G,.“,,. 8 2 
5 1 O(k), to identify any other risksspecrfic to y0r-u devrce- 

In the table )ddw, FDA has iden! 
devices addressed ipthis doc.um$. :The measures recommenoeo to. “% :-($” ;lpI ~~~~.~~7~~*~<~,~, T?,” : :, . . a-l6ut%P?rJ.~ ,*qwp 
risks are given in this guidance dc 
a risk analysis, prior to subm&ting y0u.r : . /I 

The premarket ,notification shou\ I. I..“” .” i(, 
alternative approach to, address a 
identified risks, add@naJ-fothos 
the approach you have used to ad 

d describe the risk analysis method. If LOU elect t0 Use an ; :' ~:s:‘py&. , _ i, 
<~$~f~‘$.~ $&fie$ tq~,$$ j$&Iance doc.ument, or have 
e in the guidance, you should provide sufficient de@l,.to suPPort 

I 
@63&riSk. _i,. ; ._ _” __. .. l.i;, (, (, I,( -1; (, _, , _, ,: * 1 , 

7. Pre-clinical and Bench Testing *a. .,.<* > :-I^ ::(‘;;‘..<G*. ?? ” ‘4 i. .,q,“< r, “_ ‘c,,* ,c;- : ;- : “_1_ i i ,.. -, _ 
Device Comparison 

you shou]d compare your device and other devices in this. device @‘PP~to~shoJ’: _ ,I. (jell_‘. ,,__ ..*: . . ,.irl ,,,.~~,ii,9,, :,\ ,7,~,.:s~ .,,, j *; 3. 

. Signal to noise comparison 

* Interference factors , 

. Sensitivity and specificity of instrument readings 

. Accuracy of instrument ~readmgs. 

6 



Electrical shq$&, 

The device shcxA~~n~e~ the&c&~1 safety req&e&ents of I& &&??-I- (1988): Medical *- I/’ ,A *o *.“b.b&-iuti > “o@,q+ ++p” ,,~ .,_ ,, ‘_ _‘ _ ,.I , (. *, II 
electricaE equipment - Part I: Ge?eya[ requirements for safeq, including Amendment 1 
(1991) and Amendment 2 (1995). 

Interferwe with pacemaker 0~. o~?t!? &cf$:$ ~~$$$FY~~~,~~~~ /,. ,_ 
Diagnostic ancl$erapeutic me@+!. &@F% such as certain types of cardiac pacemakers, may 
be affected by electrical intqrfgrqge generated by’these d&ices: .T~,j@?:ion ef +rical 
circuitry of these devices from other medical devices should be validated. The device s&ould ..’ G-i.. .“:,“~~~~~~;~~~~.~~-~~s1I* &~~~.“,~~*,.&~ ;.p ;..<.y:<~~z~+; y ; ,, “, f 
meet the EMC ~equi&&&s qf IEC 6@01-1-2 (;?OOl): Medzcar electncaf e$$%enf,~ Phi I: 
General Re&&nents for Safety, 2. Colla@al s&dar(: E fe@wzagnetic Compatibility - _ 
Requirements pnd Tests. 

Interpretation fimctiqqs of tee ,de.vice ! \ 
You should describe provide the pre-clinical testing protocols used to verify the’interprefatioi 
functions of t$e device. You should state your acceptance criteria and provide a summary of ir, Z_% ‘a.-. .:*, -,s I ..; .” 
your results. 

7 
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8. Clinicql Jnfjpwtion I*.. c...r$i,” -*,i -* l^_. ,. .__ .%“I_. /. I, , : ,.,._ , I ,_: ._^I .. 
III accordance with the Least.gurdensgme. provisions of the FQA Modern@ation Act of 19979 the “i (j ..-%z *~~mw,~!..~~ id . “&;++> ,/,, ,_ r 
agency will avoid r$y$&g clinical studies for new devices unless there is a specific justification 2 ,” ii~-,.;~-‘.U.L~ .>.a-. <. ,,.%_“. * ., .*>; i. _, ,& __ ) , 
for asking for information to,support a substantially equivalent detemnmatron. FDKbel@ves 
clinical infonration is needed to support the intende<.,u:e, “for the diagnosis of * 1, .< ./I( ..-,*,,- ,Ll,&, ‘<A‘. . i *, 
temporoma&bular joint disorders and a&ocia;tedoriifacialated’orofacial pain.” The clin&al. information , ;.:d” ,~“‘j$/“‘@p, 
should show that a dizgostic endpoint exists and the device can identify, and differentiate . ” _. ..,~. i i<-.+>.,:,sz.,. *Yj, ?r.,>hdf.;ii,~,~~ ,,~.(, (_ i, 
diseased and healthy patients b,ased,on that diagnostic endpoint. Climcal mformation.may 
consist of studies in the published literature, clinical studies conducted $0; the premarket .- -. .,..“,‘. ,.j__ 
submission, or both, For the class II de$&s~onAo~aphy and jaw tracking devices, YOU should , l_.(*,. 1. I 
provide clinical information demonstratmg that the device is able to: I, .A . ^,,_., . .(, ..,~.“,:t,~..‘,‘“‘“-u’ .’ ,- L,,, .- . _ (,-^, -j .‘ _. ~ _ . 

. Differentiate the claimed diseased patients from patients not requiring medical .,x *j*-l *,,_ ,_, ̂ . . . . ‘.,i, r:>,*C~ :.# ~( 
intervention, i.e., that sour&andmov.ement patternsof healthy patients can be 
distinguished from those of patients with temporomandibular joint disorder and 
associated orofacial pain. 

9. Labeling 

The premarket notification should,.include labeling in sufficient detail@ satjsfy the requirements 
of 21 Cm 807.$7(e).“The ~~iib-U;i;lg’.~~~~~~~~~~~‘are gimed at.ass@ting you in preparing labeling 
that satisfies the requirements of 21 CFR &Q7.g7(e).’ 

Instructiops fqr Use * --I .- A ;/ _‘ . . / ;, j ;i I ,_ 
Instructions for use should include information on the meth>ds usedto:interpret jaw sounds .) ‘:““,,.a ‘ti.. y- ““y?c4’3%y&&~ ‘*L %.@p,$ (“_, F b’ “* -7 +*:,p@&$ ; r 1&2&T*yA.&:; ,& c&:;.$p: i 
or positions for the diagnosis of temporomandrbu~arjomt disorders. Instructions for use A.( .,I. “. .(“..A.. ‘“.*,rwri.~cl%~~~iri,;rr -*iri. lrir __ / , _ ” 
should identify the intended users_o,~~~~...~evi.ce, such as healthc,are~.orkers aW??r home care ‘__ .,, ,” _I ‘-‘~.-.$~*Q.cl* _.., ci’ i,. 
patients. ~,+ctions for use should be approp&t&‘fb; the level .f&i$~~*~~8~<~?6n 

_ ;_,; 
*.. I.<( j.,^., (_ t, ,,&,/+,,_ ,/// ~~*,,,,B”>.J’ , ,v- * .x . *‘...~:‘::~~ 

that the intended users may have. 
.a’- ..A,. -.-,.A.< ,., ().._ ,__._ “_ _),. ____ “**,. “.” I,. ,. 

Intended Qe and Indications for Use 4 *-.I. f ,,, .“jj_. “~-~:l_~~~_“*.,__n”, ,+.z.,.~ __ u _’ ,; * , ,: ./’ i ” -u ,: )^.~ ,. : ,_ ., , __ .I “,I. ( 
You should provide a clear, concise intended use, statement (2 1 CFR 80 l-4) and the specific ‘(I.,‘LI. “i,Ui *<; ./ ” & ” ;_ ,, ,. .(C I)~ *,,__ ._ 

1,. ., 
4 ._ .> ,: : ‘_ 

5 Although final labeling is r&t required for 5 1 O(k) clear&&e, final labeling must also comply 
with the requireme,nts of,2!, CFR 801 before a medical deviceis introducedinto_ip~~~~~~~~~ -*,,i:i :-,“l;i ___, jl r.J., ., * ,-..*‘S ;~~~,~“~~.:.\“l:.,~~~!~~~~~..~~~~~...~~~~ ?,” ~~.+w~j&~ ,,$-*q,, ~~yy“g”yJp..$r@i-.. i 

III addition, final GbeGrg for prescription medical deyrcesmust comply wrth 21 CFR 
Jo _, 

commerce. 
801.109. Labeling recommendat&rs in this guidanc,e are consistent with,the re,qUirements of part * , ,,l ).I ..-,_ “a. 
801. 8 
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indications for use of the device. You should include,& in$er$ed patient population in the .- .__ 
indicationsfor use. I-“._ /_ ^ ” ,,- ,. ./ .A I..“. , _ _^ ,, 

Contraindications . I . ,. _ _, ! 

YOU should identify any patient population for which the&!.% is.not.recommended. For, L-n j*‘;:LLi,z~l _ *,c ‘<,, _I’ ,” *, 

example, the device couldbe contraindicated because there are no data estabhshmg the x. 4*” .& :<*‘e : :*.~,als~~:~~.~~~~~“,~.~~~~,~.,. ,* ** I.~~‘~~~~~~~~,~~~~” ~~,~~~~~~~~~~~~~~ “C~~~~~~~.,~~~~-:~.~~~ ,,.“.A 3 * 
interpretation of output on a specific patient populatron. Srmrfarly, the d&ice could.be 
contraindicated in patients with, cardiac pacemakers, if there is electromagnetic interference 
with pacemakers. 

Precautions 

There isno general consensus or established standard of care regarding interpretation of the I’- “--I- / ‘“*?“r .i~~%-wdy!~ Pms++a>~“*D~~ ~,,~ld;,~,~~~~~i~~.i i.*c,ne ^,oi,r*ke * _*_,_ ‘>., ,~ - 
output of these devices., Therefore, a rnisdragnosrs of a condrtron or abnormahty may result _,, 
in improper or wwessw fierakutic int&+ion- _ ” . . You’should include a precaution that wilj__ * ,.lL _ ,l_l :_ / : .I:.* _“__ _.” ___ . . ,, _,_ ,,. ~ _ . , , 
the outputs of these devices are adjunctive to other, diagnostic and therapeutrc modahtres. 

10. fnv&igational Devfc@gg~ptions 

The Class J Sonography and Jaw Tracking devices are exempt fi-om the requirements of 21 CFR 
Part 812 Investigational Device Qxemptions (IDE), as long as they meet the criteria set forth in ,_ 

21 CFR 812.2(c)(3). 

If a clinical study is needed to dem~nstrate~~ubstantial ,equivalence, the requirements ofthe JDE .> v. .,~*i:~j~*~~~ t** :.* -_ 
regulation (2 i CFR 812) will apply to the study. FDA has’determined the devices ,addressed.by 
this @dance document are non-si-~ifjc~t risk, and therefore, studies of&& deviC&aresUbject ;.1_ Mu.*,,, ,a ,..^, m _**_ .* ‘,a%. _*.., ,,.,, &&.A “.J I, ,*,*~<,,*,~,,~,~ ,,/, , I , 

only to the abbreviated,~~~~~~~~ts. of 2 1 .CJ?R.,g 1 I’ - “-’ L.L[D). . 
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